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Disclosure of Above Action Level 
Environmental Monitoring (EM) Results
Form 1 of 2: Initial Reporting Form

Pharmacy Name ___________________________________MA License Number___________​​​​​
Pharmacy Address ______________________________________________________________

City/Town __________________________State_______________   Zip Code ______________
Pharmacy Tel. No.  _______________________Pharmacy Fax No._______________________
Manager of Record name (MOR) (print)____________________________________________ MOR MA License Number_______________________________________________________
Pharmacy / MOR Email__________________________________________________________
MOR Signature: ________________________________________________________________
Within 7 days of notification of result, a signed copy of this form and final EM report must be scanned and emailed to: abnormalresults@MassMail.State.MA.US 
Specify the name of the pharmacy, town, and state in the subject line.

Within 21 days of Initial Reporting Form submission, the final repeat EM report must be submitted using Form 2: Final Reporting Form
*All documentation (RCA, CAPA, disclosure forms, etc.) must be kept on site and available for Board inspection.

	Sampling Date
	

	Date/Time Pharmacy Notified of Results
	

	Date Final Report Received by Pharmacy
	

	Reporting Laboratory
	

	Remediation plan initiated?
	

	Were BUDs Reduced?
If yes, please specify what BUDs were used.
	

	Was Sterile Compounding suspended?
If yes, specify date/time.
	

	Date of Repeat EM
	


Above Action Level Results

	ISO Classified Area
	Location
	Air Results
	Surface Results
	Organism Identification
	CFU Count
	Non-Viable Particle Count

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


	Additional comments:




Please direct any questions to: abnormalresults@MassMail.State.MA.US
The FAILURE of any Massachusetts pharmacy or pharmacist to make a report required by 247 CMR to the Board within the timeframe stated in 247 CMR will be grounds for discipline under 247 CMR 10.03(q). 
Non-Viable Air Sample Action Levels per USP <797>:
	ISO Class 5
	>3520 particles 0.5 µm or larger per cubic meter of air 

	ISO Class 7
	>352,000 particles 0.5 µm or larger per cubic meter of air

	ISO Class 8
	>3,520,000 particles 0.5 µm or larger per cubic meter of air


Viable Air Sample Action Levels per USP <797>:
	ISO Class 5
	> 1 CFU

	ISO Class 7
	> 10 CFU

	ISO Class 8 
	> 100 CFU

	Highly pathogenic microorganisms, including gram-negative rods, coagulase positive staphylococcus, and fungi
	> 1 CFU


Viable Surface Sample Action Levels per USP <797>:
	ISO Class 5
	> 3 CFU

	ISO Class 7
	> 5 CFU

	ISO Class 8 
	> 100 CFU

	Highly pathogenic microorganisms, including gram-negative rods, coagulase positive staphylococcus, and fungi
	> 1 CFU





MARYLOU SUDDERS


Secretary


MONICA BHAREL, MD, MPH Commissioner














CHARLES D. BAKER


Governor


KARYN E. POLITO


Lieutenant Governor








